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Section IT. (Remarks) 

Claims 1- 42 are pending in the subject application. Claims 1 and 32 have been amended 

to further recite "and wherein said dermatological composition is free of parabens. 1 ' Support for 

such claim amendment is found in the specification originally filed (at page 2, paragraph [0003], 

lines 13-15) reciting in relevant part: 

[0003] Many such dermatological compositions have been 
formulated with preservatives such as parabens and other organic 
chemical compounds. Generally, it is advantageous to formulate 
dermatological compositions that are free of such preservatives or 
that otherwise minimize the amounts of such preservatives. 
[(Emphasis added.)] 

In view of the foregoing remarks, no new matter has been introduced by the amendments made to 
claims 1 and 32. 

New claims 40 - 42 are directed to certain aspects of the invention. Claim 40 differs 
from claim 1 in that glycerin has been deleted from the Markush grouping of humectants recited 
in claim 1. 

Claim 41 is identical to claim 40 except that claim 41 recites the "consisting essentially 
of transitional phrase instead of "comprising 5 ' recited in claim 40. 

Claim 42 is identical to claim 1 except (1) that claim 42 recites the "consisting of 
transitional phrase instead of "comprising" recited in claim 1 and (2) that the phrase "and 
wherein said dermatological composition is free of parabens" has not been recited in view of the 
use of the transitional phrase "consisting of* in claim 42. 

Claims Rejections under 35 U.S.C. S 102(b) 

Claims 1-3, 5, 7-10 and 35-39 are rejected under 35 U.S.C. § 102(b) as being anticipated 
by Huard et at. (U.S. Patent no. 6,485,733, hereinafter "Huard"). Applicant respectfully 
traverses this rejection for the reasons noted below. 

In particular, Huard is cited for the proposition that it discloses the composition of 

Vaseline Intensive Care Extra Strength Lotion which contains glycerin, soybean , urea and 

sunflower seed oil . For comparison and convenience, the relevant text from Huard is recited 

below appearing (at column 1 8, lines 5 1-63); 

Ingredients present in Vaseline® Intensive Care Extra Strength 
Lotion include (in order of decreasing concentration): water, 
glycerin, stearic acid, CI 1-13 isoparaffin, glycol stearate, 
triethanolamine, petrolatum, sunflower seed oil, glyceryl 
stearate, soya sterol , lecithin, tocopheryl acetate, retinyl 
palmitate, urea , collagen amino acids, sodium PCA, zinc oxide, 
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cety] phosphate, magnesium aluminum silicate, fragrance, 
stearamide AMP, corn oil, methvlparaben. DMDM hydantoin, 
iodopropynyl butylcarbamate and disodium EDTA» Several of 
these components, in particular, stearic acid, CI 1-13 isoparaffin, 
petrolatum, sunflower seed oil contain hydrocarbon chains that 
contain greater than eight carbon units." [(Emphasis added.)] 

Therefore, Huard is asserted to anticipate claims 1-3, 5, 7-10 and 35-39 under 35 U.S.C § 102(b). 
However, as can be seen from the above-quoted language from Huard, the Vaseline™ Intensive 
Care Extra Strength Lotion contains methvlparaben . Therefore, that composition is not free of 
parabens." In response, Applicant has amended independent claims 1 and 32 to recite that the 
claimed dermatological composition is "free of parabens." As noted above, such claim 
amendment is supported by the specification originally filed at page 2, paragraph [0003], lines 
13-15. 

In view of the foregoing, claim amendments to independent claims 1 and 32 (and to all 
claims dependent thereon, by virtue of their dependency) Applicant respectfully requests . 
reconsideration and withdrawal of the rejection of claims 1, 3, 5, 7-10 and 35-39 under 35 U.S.C. 
§ 102(b) as being anticipated by Huard. 
Claims Rejection Under 35 U.S.C. 8 103(a) 

Claims 1-39 are rejected under 35 U,S.C. § 103(a) as being unpatentable over Huard in 
view of Quan et al. (U.S. Patent No. 6,180,133, hereinafter "Quail") in view ofDurr etal. (U.S. 
Patent No 5,997,889, hereinafter "Durr") in view of Hill et al. (U.S. Patent No. 4,233,295, 
hereinafter "Hill") and in view of McNulty et al. (US 2005/0048105, hereinafter "McNulty") for 
the reasons noted at pages 3-7 of the Office Action. Applicant respectfully traverses this 
rejection for the reasons noted below. 

First, Huard discloses a composition that includes parabens which Applicant's amended 

claims expressly exclude. Further, the secondary references (/„&, Quan, Durr, Hill, and 

McNulty) do not teach exclusion of "parabens" from the Vaseline™ composition noted in Huard. 

The secondary references are relied upon for incorporating various additional components into 

the Vaseline™ composition disclosed by Huard. Specifically, the Office Action asserts, in 

relevant part, the following (at page 4, lines 1-17): 

Huard et al. did not specifically teach the incorporation of shea 
butter, ammonium lactate, butvlatted hvdroxvtoluene or sodium 
polvacrvlate into the Vaseline™ composition. 

Quan et al. (US 6,180,133 Bl) teaches that studies 
indicated that addition of ammonium lactate to lotions had 
proven moisturizing activity (col. 3, line 64 - col. 4, line 1 7). 
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Purr et al. (US 5,997,889) disclosed that shea butter 
may be added to a lotion to improve its moisturizing ability (see 
Abstract for example). 

Hill et al (US 4,233,295) teaches that butvlated 
hvdroxytoluene. an antioxidant, is advantageous to incorporate 
into creams, lotions or ointments in order to preserve the active 
ingredients therein (see col. 6, lines 23-26). 

McNultv et al (US 2005/0048105 Al) teaches that 
sodium polvacrvlate is a known thickening agent for creams and 
lotions. [(Emphasis added.)] 

However, the secondary references do not teach or suggest that "parabens" should be excluded. 
As such, none of the secondary references in combination with Huard (as applied) - even if 
combined - arrive at Applicant's claimed invention which excludes "parabens." As such, the 
above-noted references as applied against claims 1-39 do not render these claims obvious under 
35U.S.C.§ 103(a). 

Applicant's foregoing comments with regard to the deficiencies of Huard are equally 
applicable to the instant 35 U.S.C. § 103(a) rejection of claims 1-39 over Huard, in view of 
Quan, in view of Durr, in view of Hill and in view of McNulty. In particular, the deficiencies of 
Huard, namely, that the base composition is "free of parabens" is not rectified by any of the 
secondary references, (/.€., Quan, Durr, Hill or McNulty). Accordingly, Applicant respectfully 
submits that claims 1-39 are unobvious over the disclosures of the above-noted references in the 
combination applied. 

Accordingly, Applicant respectfully requests reconsideration and withdrawal of the 
rejection of claim 1-39 under 35 U.S.C. § 103(a) as being obvious over the applied references. 
Additional Comments 

Applicant wishes to direct the Examiner's attention to the Information Disclosure 
Statement filed by the Applicant on May 5, 2006. Particular attention is directed to U.S. Patent 
No. 6,139,850 (hereinafter "Hahn 1"); U.S. Patent No. 5,716,625 (hereinafter "Hahn 2") and 
U.S. Patent No. 5,804,203 (hereinafter "Hahn 3"). These three patents purportedly disclose the 
composition of Vaseline™ Smooth Legs and Feet Lotion. Each of Hahn 1, Hahn 2 and Hahn 3 
have similar disclosures with regard to Vaseline™ Smooth Legs and Feet Lotion. Therefore, 
Applicant will merely refer to the relevant language found in Hahn 1. 
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Hahn I recites the following relevant language: 
f. Post-Shaving Lactic Acid Irritation: 

Following a protocol parallel to that of the post-shaving ocean 
water irritation test described above, a commercial lotion 
containing 5% lactic acid was applied to contralateral shaved 
calves of the subject females. The control solution was 
Vaseline*™ 1 Smooth Legs and Feet Lotion ( containing water, 
lactic acid (5%), glycerin, isopropyl palmitate, PEG-40 stearate, 
cetyl alcohol, potassium hydroxide, steareth-2, magnesium 
aluminum silicate, lecithin, soya sterols tocopheryl acetate, 
tetinyl palmitate, dimethicone, menthol, camphor, stearic acid, 
laureth-7, xanthan gum, polyacrylamide, CI 3- 14 isoparaffin, 
corn oil, fragrance, DMDM hydantoin, iodopropynyl 
butylcarmamate, disodium EDTA, PG, and Ext. violet 2); the 
cation test formulation included strontium nitrate (500 mM) in 
the same Vaseline lactic acid lotion. 0.5 g of test and control 
solutions were applied with gloved fingers to the right and left 
calves. Subjects were asked to rate levels of irritation (sting, 
burn or itch) on the right calves, and irritation scores were 
. recorded every minute for 10 minutes." [(col. 22, lines 24-45; 
emphasis Added.)] 

In light of Hahn 1, Applicant has introduced new claim 40 wherein the humectant is selected 
from the group consisting of at least one of urea and ammonium lactate. Note that "glycerin" is 
not recited in the Markush grouping recited in claim 40. Applicant submits that new claim 40 is 
patentable over all the references cited in the non-final February 8, 2006 Office Action as well as 
over Hahn 1 , Hahn 2 and/or Hahn 3. 

Likewise, new claim 41 reciting "consisting essentially of language and new claim 42 
reciting "consisting of are patentable over the disclosures of Hahn 1, Hahn 2 or Hahn 3. 

With regard to any forthcoming rejection based on a combination of Hahn 1, Hahn 2 
and/or Hahn 3 with the above-noted secondary references (i.e., Quan, Durr, Hill and/or 
McNulty), Applicant submits that there is no inde pendent motivation provided in the references 
themselves to hand-pick and replace or add only certain components to the Vaseline™ Smooth 
Legs and Feet Lotion described in Hahn 1, Hahn 2, and Hahn 3 without the blueprint provided by 
Applicant's claims. Using Applicant's claims as a blueprint to pick and choose specific 
components to be replaced or added is tantamount to engaging in the impermissible use of 
hindsight reconstruction of Applicant's claimed invention repeatedly prohibited by the Court of 
Appeals for the Federal Circuit. Sometimes hindsight reconstruction occurs without realizing 
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that one has engaged in impermissible reconstruction. Nevertheless, such hindsight 
reconstruction is not sufficient to set forth a valid prima facie obviousness rejection. 

For example, Applicant respectfully disagrees that the following assertions in the Office 
Action provide the requisite independent motivation needed to combine references under 35 
U.S.C. § 103(a): 

One of ordinary, skill in the art would have been motivated to 
combine ammonium lactate and shea butter into the Vaseline ™ 
[of Huard] composition because they are ingredients well known 
to improve moisture to the skin. 

It would have been obvious to one of ordinary skill in the art at 
the time the claimed invention was made to combine the instant 
ingredients for their known benefit since each is well known in 
the art for lending moisture protection to the skin. [Office 
Action at page 4, line 22 to page 5, line 2; emphasis added.)] 

What is lost in the above-quoted assertion is that there is no motivation to combine specific 
ingredients just because the ingredients lend moisture protection. Where is the motivation to use 
u shea butter" or "ammonium lactate" over potentially hundreds if not thousands of moisturizing 
ingredients? When the only motivation to hand-pick and add certain specific ingredients is 
because they are moisturizing - there is no requisite motivation to specifically add ammonium 
lactate or shea butter. 

Similar flaws are found in the other assertions made in the Office Action noted below: 

One of ordinary skill in the art would have been motivated to 
incorporate butvlated hvdroxvtoluene to the Vaseline™ [of 
Huard] composition in order to preserve the active ingredients 
therein. [Office Action at page 5, lines 8-10; emphasis added.)] 

The Vaseline of Huard already contains a preservative, namely, methylparaben. 1 So, there is no 
reason or motivation to incorporate another preservative. 

Because methylparaben is a recognized "preservative" - not a thickener - there is 
certainly no motivation to replace "methylparaben" with a thickener such as "sodium 
polyacrylate" as asserted in the Office Action - the relevant language of which is recited below: 

One of ordinary skill in the art would have been motivated to 
add sodium polvacrvlate to the Vaseline™ [of Huard] 
composition, or alternatively, to substitute sodium polvacrvlate 



1 Note the attached documents submitted with this paper which corroborate that "methylparaben" is 

a preservative. 
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for another thickener in Vaseline™ [of Huard] such as 
methylparaben because the addition of the thickening agents to 
lotions imparts a thicker viscosity to the lotion which has a 
pleasant consistency and further is easy to administer to the skin 
and these thickening agents are considered functional 
equivalents as they perform the same function; thickening the 
lotion. [Office Action from page 5, line 14 to page 6, line 2; 
emphasis added.)] 

Also, before the Applicant is required to show any "unexpected results", the Office 
Action must first establish a proper prima facie obviousness rejection. If no prima facie 
rejection is properly established, then the Applicant does not have to rebut the same with any 
"unexpected results." What is possibly unknowingly occurring here is the equivalent of putting 
the "cart before the horse" instead of the other way around which is to (1) first properly establish 
prima facie obviousness (2) before the Applicant is required to rebut the same. Until a proper 
the prima facie rejection is established, Applicant is not required to establish "unexpected 
results." 

The assertion in the Office Action that: 

The choice of thickeners is considered a matter of judicious 
selection on the part of the ordinary artisan, and no unexpected 
results can be found bv use of sodium polvacrylate. a known 
cosmetic thickening agent, over thickening agents such as 
methylparaben which was also a well known thickening agent. 
[Office Action at page 6, lines 2-5; emphasis added.)] 

0 

ignores the concept that picking and choosing specific thickeners must be taught or suggested in 
the prior art (not in Applicant's own disclosure) as the motivation to replace or add. Simply 
stating "matter of judicious choice" is not sufficient to provide the requisite motivation needed to 
pick and choose specific components to be replaced. 

As noted, there is no motivation to replace "methylparaben" - a non-thickener 
preservative - with a non-preservative thickener - much less the specific alleged thickener 
"sodium polyacrylate." Also, generically speaking, if a thickener is already present, where is the 
teaching or motivation to even look for a substitute thickener? The foregoing examples illustrate 
the deficiencies of the obviousness rejections of record. Accordingly, if a further rejection is to 
be made over Hahn 1, Hahn 2, or Hahn 3, the Office is respectfully requested to appreciate the 
above-noted deficiencies. 
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CONCLUSION 

In view of the foregoing, Applicant respectfully requests reconsideration and withdrawal 
of all the rejections of record and an indication of the allowance of all the pending claims 1-42 
for the reasons noted herein. If any issues remain, incident to the formal allowance of the 
application, the Examiner is requested to contact the undersigned attorney at (91 9) 419-9350 to 
resolve same, so that the patent on this application can be issued at the earliest possible date. 

The payment of the fees for adding new claims 40-42 in the amount of ($ 275) is 
provided in the attached credit card authorization form. No additional fees are believed to be 
due. However, should any additional fees be required or an overpayment of fees made, please 
debit or credit our Deposit Account No. 08-3284, as needed. 



Respectfully submitted, 




Ajay S. Pathak 
Reg. No. 38,266 
Attorney for Applicants 



Date: May 8, 2006 

INTELLECTUAL PROPERTY/ 
TECHNOLOGY LAW 
Phone: (919)419-9350 
Fax:(919)419-9354 
Attorney File No.: 4237-101 

Attachments: 

(1) Credit Card Authorization Form 

(2) Parabens - confirming "methylparaben" is a preservative 

(3) Dorland's Medical Dictionary - confirming "methylparaben 1 * is a preservative 

(4) Cosmetic and Pharma Preservatives - confirming "methylparaben" is a preservative 

(5) Page 1111 from Remington's Pharmaceutical Sciences, Mack Publishing Co., Easton, 
PA (1980) confirming "methylparaben" is a preservative 

(6) Page 1041 from The Merck Index, Merck & Co., Whitehouse Station, NJ (1996) 
confirming "methylparaben" is a preservative 



The USPTO Is hereby authorized to charge any deficiency or credit any overpayment of fees properly 
payable for this document to Deposit Account No. 08-3284 
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Parabens 



Uses 



This group of chemicals are used as preservatives in cosmetics, and are 
antibacterial agents in some antibacterial toothpastes. Four main parabens are in 
use: methyl, ethyl, propyl and butylparabens; many products will have 2 or more 
of these chemicals as part of a preservative system. As preservatives in 
cosmetics are on the label in the EU it is easy to find out which products contain 
these chemicals. 

Oestrogenic effects 

In late 1998 John Sumpter's group at Brunei University, UK, published a paper 
identifying parabens as oestrogen mimics (Routledge et al., 1998). The authors 
state: 

"Given their use in a wide range of commercially available topical preparations, it 
is suggested that the safety in use of these chemicals should be reassessed, with 
particular attention being paid to estimation of the actual levels of systemic 
exposure of humans exposed to these chemicals. The acquisition of such data is 
a prerequisite to the derivation of reliable estimates of the possible human risk of 
exposure to parabens." 

In a screen with a human estrogen receptor expressed by yeast cells the potency 
of the parabens group was 

butylparaben>propylparaben>ethylparaben>methylparaben. When methylparaben 
and butylparaben were injected into immature or ovariectomized rats, 
butylparaben led to an increase in uterus weights (an oestrogenic effect), whereas 
methylparaben had no detectable effect. 

Another study examining effects on excurrent ducts of the rat testis through 
puberty to adulthood found no effects from butylparabens (Fisher et al, 1999); 
however this used much lower doses than the Routledge work. 

Industry response 

The European Cosmetic Toiletry and Perfumery Association COLIPA stated that 
the Routledge work was 'irrelevant 1 as Parabens are hydrolysed in the skin and 
we have data to show that none are entering the blood stream', and said that the 
Industry had no plans to follow up the work. 

Professor Sumpter replied that 

1 What we really want to know is what effects may come from low exposures over 



http://website.lineone.net/~mwarhurst/parabens.html 
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a long period of time. That is the realistic exposure mechanism' (ENDS, 1999a). 

AstraZeneca toxicologist Dr John Ashby, who is very engaged in the science and 
policy debates on endocrine disruption, said at a conference in March that he had 
decided not to use parabens-containing products on his young daughter (ENDS, 
1999b). 

This page was last updated in October 1999 

Return to the hormone disrupting chemicals home page 
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methyclothiazide - mevalonicaciduria 

methyclothiazide (meth-yclothi-azide) (methn-klo-thi'a-zid) [USP] a 
thiazide diuretic used for treatment of hypertension and edema; administered orally. 

methyl (meth-yl) (meth'al) [Gr. methy wine + hyf& wood] the chemical group or 
radical — CH3, sometimes abbreviated Me. 

m. benzene toluene. 

m. benzylidene camphor enzacamene . 

m. bromide a colorless gas soluble in alcohol and benzene, used in 
ionization chambers and fire extinguishers and as a reagent and 
fumigant; it is also found in automobile exhaust. If inhaled in 
excessive amounts it is neurotoxic, and if a solution touches the skin 
it causes blistering. 

m. ethyl-pyrrole a substituted pyrrole obtained from, and probably a 
constituent of, bilirubin. 

m. hydride methane . 

m. hydroxy-furfural the furfural produced from the hexose in 
MoliscrVs test and which produces the color. 

m. iodide a colorless liquid that turns brown on exposure to light, 
used in microscopy and in testing for pyridine. It is irritating to skin 
and mucous membranes and is a suspected carcinogen. Called also 

iadomethane. 



hup://wvw.mercksource.cam/pp/us/cns/cns_^ 
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methylmalonyl-CoA epimerase (meth-ylmalonyl-CoA eptm-er-ase) 

(meth"el-mare-nel ko-a' e-pim'er-as) [EC 5.1.99.1] an enzyme of the isomerase 
class that catalyzes the equilibration of the D- and L- isomers of methylmalonyl 
CoA. The reaction is part of the route by which three-carbon compounds from 
some amino acids and from odd number chain length fatty acids are used as fuels. 
Called also methvtmalorwt-CaA racemase. 

methylmalonyl -CoA mutase (methyl-mal-o-nyl-CoA mutase) (meth n el- 
mare-nel ko-a' mu'tas) [EC 5.4.99.2] an enzyme of the isomerase class that 
catalyzes the isomerization of L- methylmalonyl coenzyme A to succinyl coenzyme 
A, requiring adenosytcobalamln as a coenzyme. The reaction is a step in the use of 
isoleucine, threonine, valine, propionate, and other odd number chain length fatty 
acids as fuels. Deficiency of enzyme activity, which may be caused by defects in 
the apoenzyme, in the coenzyme, or in cobalamin metabolism, results in 
methylmalonicacidemia. 

methylmalonyl -CoA racemase (meth-yl-malonyl-CoA ra ce mase) 

(meth w el-mal'e-nel ko-a' ra'so-mas) methvlmejoQYl-QpA epimergse. 

methylmercaptan (meth-ylmercaptan) (metrVal-mar-kap'tan) a gas formed 
in the intestines by the decomposition of proteins; said to impart to the urine the 
odor noticed after eating asparagus, and to the breath the characteristic odor of 
fetor hepatis. 

methyl met hacry late (meth-ylmettvac-ry-late) (meth'el-meth-ak're-lat) see 

under methyl . 

methylmorphine (methyl-morphine) (meth"el-mor'fen) codeine . 

3-methyl-2-oxobutanoate dehydrogenase (llpoamide) (3-metn-yi-2- 
oxobu-tanoate dehydro-gen-ase (lipoamide)) (meth'el ok"so-bu"te-no'at de- 
hi'dro-jen-as lip M o-am7d) [EC 1.2.4.4] an enzyme of the oxidoreductase class that 
is a component of the multienzyme branched-chain a-keto acid dehydrogenase 
complex (q.v.). The enzyme catalyzes the oxidative decarboxylation of the 
branched chain amino acids leucine, isoleucine, and valine, transferring the 
products formed to the lipoic acid moiety of dihydrolipoamide acyltransferase via a 
thiamine pyrophosphate cofactor. See also maple syrup urine disease , under 
disease. Called also ff- ke toisovalerate delv/drooenase . 

methylparaben (methylpara-ben) (meth"9i-par'e-ben) [NF] an antifungai 
compound, closely related to butvloaraben . ethvloaraben . and propylparaben : used 
as a preservative in pharmaceutic preparations. 

m. sodium [NF] the sodium salt of methylparaben, having the same 
actions and uses as the base. 

' methylpentose (meth-yl-pen-tose) (mettTel-pen'tds) a hexose derivative in 
which carbon 6 exists in reduced form, as a methyl group; e.g., fucose . See also 
deqxyhexqse . 

methylphenldate hydrochloride (meth-ylphen-i-date hydro chlo ride) 

(meth'el-fenT-dat) [USP] a central stimulant used in the treatment of attention- 
deficit/hyperactivity disorder , narcolepsy , and certain forms of depression 
associated with medical conditions which would preclude treatment with 
conventional antidepressants; administered orally. 

methylprednlSOlone (mettvylpred-nisolone) (meth r 8l-pred-nis*e-lon) 
[USP] a synthetic glucocorticoid derived from progesterone , used in replacement 
therapy for adrenocortical insufficiency and as an antiinflammatory and 
immunosuppressant in a wide variety of disorders; administered orally. 

http://www.mercksource.com/pp/us/cns/cns_hLdof lands,jsp20^pg2EzzS2ppdocszS2uszSzcommon2Szdor1and5zSzdor1and2S2dmd_m_132Pzhtm Page 7 of 15 
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Cosmetic and Pharma Preservatives 



05/05/2006 04:55 PM 




/IKE/Mk 

FINE CHEMICALS 



PRESERVATIVE A15 



j Chemical name (C.T.F.A. USA) j 


Imidazolidinyl urea 1 


| Chemical name (U.S.P. NF XVIII) 1 


Imidurea j 


j C.A.S. number 


39236-46-9 ! 


EINECS Number j 


2543726 


j EINECS name | 


N,N 2 -Methylenbis[ N'-[3-(hydroxymethyl)- j 
2,5-dioxo-4-Imidazolidinyl]urea] 


ir 1 

I Chemical formula 

8 - - - -J 


C u H 16 N 8 0 8 | 


i 

i Molecular Weight ! 


388,3 | 



Properties and uses 

Preservative antimicrobial for cosmetics and toiletries. Highly active against a broad spectrum of bacteria 
gram+ and gram-, yeast and mold. Compatible with most typical cosmetic formulations, active over a wide 
range of pH and stable in the time, not inactivated by non-ionic emulsifiers and proteins. Highly water 
soluble, does non migrate into oily phase. For optimum performance suggested use in combination with 
parabens. May be added at any stage of formulation process as a powder or as a water concentrate at 
temperature up to 60°C. Recommended 0.1-0.5% by weight on total formulation, alone or best in 

combination with 0.1-0.2% parabens. 

lexicological properties 

Not irritating to eyes, to human skin at concentrations of use, not sensitizing and not mutagenic by Ames 
test. Acute oral and dermal toxicity more than 3.000 mgr/kg. 
Caution: powder is eyes irritant, in case of contact flush by water, avoid dust inhalation. 
The product is hygroscopic, keep tightly closed. 

PRESERVATIVE A2 



http://www.lper.net/akema/COSM ETICX20AND9ttOPHARMAX20PRES ERVATIVES.htm 



Page 1 of 7 
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Cosmetic and Pharma Preservatives 05/05/2006 04:55 PM 



Chemical name (C T F.A.} I 


Diazolidinyl urea 


EINECS Name 

j 


Urea,N-[l ,3-bis(hydroxymethyl)- 
2,5- dioxo-4-imidazolidinylj- 
N,N'-bis (hydroxymethyl)- 


C.A.S. Number j 


78491-02-8 


EINECS Number 


2789282 


! 

Molecular formula 


C 8 H !4 N4 0 7 


Molecular weight 


278.22 



Properties and uses 

Preservative A2 is a white hygroscopic powder very water soluble. It is compatible with virtually all 
cosmetic ingredients. It provides a wilde spectrum of antibacterial activity against Gram positive and Gram 
negative organisms, including Pseudomonas species and troublesome "house" organisms and other mutated 
types. A2 also provides some protection against yeasts and mould. A2 is synergistic with other 
preservative materials, especially methylparaben and propylparaben. This combination is a complete 
cosmetic preservative system ( see KEMABEN ) that is effective at protecting well-formulated products 
from bacterial, yeast and mould contamination during product use. Recommended concentrations 0.1-0.5% 
by weight on end product, alone or best in combinations with 0.2% parabens. 
Granular form available: to reduce dusts in handling and lumping from moisture absorption. 

Kemaben II e Kemaben II E 

These products are a combination of the three preservatives most commonly used in the cosmetic industry : 
Methylparaben, Propylparaben, and Diazolidinyl-urea ( Preservative A2 ). 
The liquid system can be incorporated into cosmetic products at any stage of the formulation process. 

Suggested level of use: 1% on the finished cosmetic formulation. 
In emulsion, it is most convenient added after the heating phase , or during the cooling phase.Its use 
eliminates the problems associated with incorporating solid parabens into formulations.lt minimizes plant 
error, simplifies inventory control, and effects economies in labor, time and energy consumption. 
Its liquid form permits cold formulation of shampoos, liquid soap and other cosmetic products. 
The system is useful in preserving cosmetics containing proteins, soluble collagens, aloe, plant and herb 

extracts, and is effective over a wide pH range. 
It is also a valuable preservative for raw material ingredients such as aqueous solutions of anionic and 

anphoteric surfactants and hydrolized animal proteins 



FINE CK04JCALS 



http://wvw.iper.net/akem a/COSMETIC^0AND^0PHARMA^0PRESERVATIVES.htm Page 2 of 2 
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Pharmaceutical 
Sciences 
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MACK PUBLISHING COMPANY 
Eastern, Pennsylvania 18042 
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Entered according to Act of Congress, the year 1885 by Joseph P. Remington, 
hi the Office of the Librarian of Congress, at Washington, D. C. 

Copyright 1889, 1894, 1905, 1907, 1917, by Joseph P. Remington 

Copyright 1926, 1936, by Jowph P. Remington Estate 

Copyright 1948, 1951, by The Philadelphia College of Pharmacy and Science 

Copyright £> 1956, 1960, 1965, 1970, 1975. 1980, by The Philadelphia College of Pharmacy . 
' and Science 



All Rights Reserved 



Library of Congress Catalog Card No. 60-53334 
ISBN 0-912374-02-9 



The use of portions of the text of USP XX and NF XV is by permission of the USP 

Convention, The Convention is not responsible for any inaccuracy of quotation 
or for any false or misleading implication that may arise from separation of 
excerpts from the original context or by obsolescence resulting from publication 
of a supplement. 

NOTICE — This text is not intended to represent, nor shall it be interpreted to be, the 
equivalent of or a substitute for the official United States Pharmacopeia (USP) 
and/or the National Formulary (NF). In the event of any difference or 
discrepancy between the current official USP or NF standards of strength, 
quality, purity, packaging and labeling for drugs and representations of them 
herein, the context and effect of the official compendia shall prevail 



Printed in the United States of America by the Mack Printing Company, Easton, Pennsylvania 
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ANTIMICROBIAL DRUGS n 1t 

pSIIf SS^ti 

Methenamin. iShSSiSl^ 'iSE."^ J.* ^H?". 8 



M0 rag 4 time, a day * " <tay: cluldren 6 «° t2 yearn of age. 

of two o, raore „ lere of El £ ^ C «"?W«ti°n» 

septic action; thoa a pwr^tto- tS^^Sfi n f™'^ 1 ^ 6 "*" 1 *- 
(propylparaben) and oSSKrfS oe££l «^ SI Mto 
antiseptic action than 0.2* of H^rt^t.Z " V? to > V " 8 
of aensitmng the akin and indud^ ^L^f W '„ P^raare capable 

parenteral adminirtration ha. not bean ranSS S£ ° or 
oorticoatatoid preparation. may «nSnO SK? - ' Z° P,Ca i or 
ofO.ISftmathJlpa^a^ndOO^ pr^^^'^ A «»•*>•«*>» 
a prwervativ. foreerSn P.«S SuL^ M?K P f ^ for uw as 

in the treatment rfathW^ fii * S^" 1 ". «» variously used, as 

douche, and in ^^tZ^ZtZ?^ ^ K ^ 

0.1% in a natal HWo^JZ^ht^Z ,he ^^jf concentrations: 
douche. o.om S»^K EiEW,!* M - a Va * iMl 

suppository. ' >asatf>ot Powder, and 1 5 mg in a rectal 

■"Sw^ J?*O*0). ™oro*y- 

at about 115°. One* 7^>)^^£^Z '^<^^«a<%: melts 
ether, fixed oils. ^I-- A dSft^^^ " alC ° h ° l: S ° Iuble in 

active against .ta^KO^ 

negative organisms; f„ a ai ve «.ln«Sr^ * nu - 
with bW o> serum. Uj3 forlS Eii ^ * ? r * luo,d lu Contact 
burns, acne, e£££ pi5S£ .SSh« ST " J** ^^nt «f minor 
of athlete's ^££^^3 tT^'^ fa th<? treatm " lt 
powder; 2% shampoo 10 °* 5% 0,,ltm «« t ' lotion; 

■SSSSS^s saa 

Very soluble^ ok^ .h^S7£5 *«olic odor; melts at about 
sparingly aolub e fawfi > <W ch Worm, ether, fixed and volatile 
m prupeVuesand u^-Vp^ a*jent *mil„ 

ecule of phenol increaa^ ierm?c ^ZSuu^i! t chl ? rin * i n *** «noJ- 
action are also increas^T It^^uri^ZlV^ a . nd ca " 8 ^ 

■TO again,, Sropft. our^' and 29 "" ^'f 'i* P h ^J'««<«ci.nt of 
br U ad-.pectrumanti«ptic^Uvitv f„^ . '•»>*««.. <tera U n.trati n|f 
marketed a. a rin«W,hX V , v ? getat 1 lv f V mhna " ^ 

rnulauons. 8 ' Product but « included in powder for- 

^^^^££$>*> l 1 ^))-* ermine 
nkohoi. rther. ch W™ra nj.. ^1™^^" »*>>>h in 

..W.Wac^^ 



antiseptic drugs. ' ' — M «wr 

iodin."for eouival^nt co^lv^^T r?u ° n * hu, » cat * d Mc of ^tratabS 

«« d O02Vcct n e ie /7" d ^ 
permanganate is capable of oxidi^ er S^ 

SwSSSS^aSrSs* 



{a?tsfe'=SSSS=SS?S* ? 

/u^a/ preservative, often used with SmST' **** An< ""'- 

not bactericidal. onl7Cter^ ic "fc l^S" T *f • b T 8 4 " 11 - 
Sodinm benzoate i, t^d m ffifitZ fun « u "?. ti ' "*W^- 

offi^ 

chJoride B.iro u lt^uX7^ U «d A eh^ "T qU "? t J 1 '' of sodium 
having a „ ight odor o^Ke" ffec^Z' CfT* y f™ 
a«.Ve««« and deo^anf. aW a ffl^,^ ^'S-' 
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Methyl Panthlon 



6183 



v 



White to cream crystals, mp 93-95*. 
LSE: Methylaring ageni. 

«77. V.MethW-.V.r,i^ ,V-M«tlu 

« 147.09. C 16.33%, H 3.43%. N 47.61^" O*?? 6 T-? 
Prcpn: A F. McKay, G. F. Wright. 7 Am. Ckcm. sL £ 

/ARC Monographs 4. 183-193 (1974): U SUihT B 
B. Chattoo. J. ScL Ind 3, 499-503 (1973). 



CH, 

Velio* crystals from methanol, mo llr f.i—l d 
„i,b 04 KOH la form diMonwharJ? A F 

meihyloiiroiiuanidinc. d pH to 

Nm : 1Ul «ubstance msy reasonably he anticipated to be 

'msnssii fr» / """"" * ep ° n m <**-»mS£ 

S,.^'' Gomp-Besaws. F. Grimm. *£gZm 

iiwwj. 1. Aoyama. T. Shioin, Synthaa 1988 75* ■ 
determn in formulations: R. J. Bushwav J i^Z Jf 

tier. D. AJth.usen. The Essential Oi/i ,«l > m v .Si" 1 ' 
New York. 1949)Tj# BrtJ*^" ^ J** 

AiTlnlLlllf ^S?llf OU ? din8 °' 50me synthetic essential oils 

and £rC£ 1? i° ap *- • te «"8«"«. creams. totiont' 

and perfume. As dog and eat repellant. ^ 

^ often£irt h h ,,VCi u 0f - nl,onavin « f»nned by the 
soil tL on "'■ola'ine in weakly alkaline 

«. .« . .4n\u^j8s est 



TUBRAf CAT: Vitamin (enzyme co-factor). 



,Oh 



Orange-yellow powder or cryst scales. q„i ,„ 
«ids. IndT^a^a^'ofrriL'"'''" '°' ^ 
I J79 So) in 17 puts water, in alcohol, elber 0 



IdentiRcahon in the vaginal secretion, o/ iJ.i. iL 
>rus: M. Ooodwin e« ffjlSJag SilTl^n^ '" 



CHgOX 




* = M or CHjOH 



w«m glyccroFfr^y ^rin^hoT^L^ ^ 

wly In water is also given "«a 025» *Ww^S ^ 7^ 

0.3O5r w/w at 25'. *' w *' and as 

USfc AS Preservative ■„ foods, beverages and cosmetic,. 
'A*CM£^\2%* ls *g3> »' carci^.genic rink: 



Ow«,/i fA, Vame /nrf« i,/o„ , A& 
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